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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 
2.Q Certified copies of the priority documents have been received in Application No. " 



3.Q Copies of the certified copies of the priority documents have been received in this Nation^gftage, 

application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 

SAM RIMELL 
PRIMARY EXAMINER 




Attachment(s) 

1) Q Notice of References Cited (PTO-892) 

2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) d Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 21 



Application/Control Number: 09/308, 1 95 Page 2 

Art Unit: 2175 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 2-8 and 12-15 rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 15: Claim 15 calls for entities which are "optionally remote". This phrase is 
indefinite for two reasons. First, it is not clear what the entities are actually remote from. 
Secondly, it is not clear whether they are supposed to be remote or not. 

Claims 2-8 and 12-14: Claims 2-8 and 12-14 depend from claim 15. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 2-6, 8 and 10-16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Killian (PCT Document WO 94/1 1838, published May 26, 1994). 

Claims 15 and 16 are the independent claims of record, and thus will be addressed first. 

Claim 15: FIG. 1 discloses several different entities, including an operational entity (data 
management system 12); preparation laboratory (processing center 16) and treatment laboratory 
(other processing centers 17 or incubation stations 20). The present invention pertains to the 
testing of blood which has been withdrawn from blood donors and which will be subsequently 
re-injected into other patients. The blood is treated in the sense that it is tested with reagents to 
determine if it cannot be re-injected into patients (page 15, line 17 through page 16, line 7). 
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One functional stage in the process of Killian is the receipt of a shipment of reagent 
chemicals. As seen in FIG. 5, the user follows a series of sequential validation steps to validate a 
received lot of reagents used in the blood testing. The steps followed in FIG. 5 are sequential in 
the sense that they must be followed in an exact order. The steps are conditional in the sense that 
the subsequent steps are not reached until, previous steps are completed. For example, step 82 
will not occur until step 80 is performed. Some of the steps are also conditional in the sense that 
they require "if-then" tests. Steps 74 and 84 are conditional steps which involve "if-then" 
decisions. After the validation steps are completed, the data entry pages can be closed by 
merely turning off the computer. 

The data is processed and entered into a database (88). The data entered into the system is 
indicative of operators (see "Tech ID" at step 72) and the state of progress (whether the steps 
have been completed, such as by the production of a summary report). The summary report 
becomes the final certification. Additionally, step 86 in FIG. 5 calls for the presentation of an 
alarm icon. The user requests confirmation of kit components. If data is sent to the user 
indicating that confirmation cannot be made, that data or indication would be readable as an icon 
indicative of an alarm condition. 

Any of the information entered in FIG. 5 can be read as post-reinjection information, 
since the information may be entered at any time, such as after a previously approved lot of 
blood samples has been approved and the blood associated with those samples has been re- 
injected. 
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Claim 16: See remarks for claim l.Note that the medical process of performing 
cytapheresis is not part of the physical system for processing information, and therefore is 
considered to not carry patentable weight. 

Claim 2: The final certification is the issuance of the summary report (step 100). The 
summary is not generated until the password is entered (step 70). 

Claim 3: Each of the steps of FIG. 5, except for steps 74 and 84, involve the entry of data 
into a screen page on a computer. That page is readable as the "screen page corresponding to a 
stage process number". Since all of the screen pages in FIG. 3 are optionally recited, the prior 
art need illustrate only one such page. 

Claim 4: Step 72 of FIG. 5 calls for the entry of a technician ID, which means that the 
screen page is coded with the technician ID. The technician ID is also readable as an ID for the 
patient, since no patentable distinction can be made by considering who the ID actually belongs 
to. As long as the prior art discloses the presence of such ID, who it belongs to does not create a 
patentable distinction (Non-functional descriptive material does not distinguish over the prior art 
in terms of patentability. See MPEP 2106, Section VI and In re Gulack 703 F.2d 1381, 1385, 
217 USPQ 401, 404 (Fed. Cir. 1983)). 

Claim 5: The process of FIG. 5 is not exited until the printing of the screen page, as 
illustrated at step 100. 

Claim 6: The preparation laboratory is readable the processing center (16) which 
receives the reagent kits which are tracked via the process of FIG. 5. The entity which provides 
the reagents is readable as an operational entity. 
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Claim 8: The preparation laboratory is readable as the processing center (16). The 
control laboratory is any entity which supplies the reagent kits to the processing center. 
Conditional steps such as 74 and 84 in FIG. 5 and testing step 78 in FIG. 5 are readable as 
control tests. 

Claim 10: The preparation laboratory is readable as the processing center (16). Steps 66- 
100 as defined in FIG. 5 are readable as "n" number of management steps. 

Claim 11: FIG. 1 defines a communication network. Each of the processing centers on 
the network are readable as a collection center since they collect blood samples and reagents so 
as to perform blood testing. 

Claims 12-13: The purpose of the system of Killian is to perform tests on donated blood 
which is intended to be reinjected into patients. Since blood has both cells and genes, the 
reinjection of donated blood is both a cell therapy and a gene therapy. Thus, the system of 
Killian defines quality management steps which are part of an overall cell therapy or gene 
therapy protocol 

Claim 14: Any usage of the computer system of Killian is readable as operator training. 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of-this title, if-the differences between the subject matter sought to be-patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Killian (WO 
94/1 1838) in view of Official Notice. 
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Claim 7: Killian does not disclose its system as associating with a cytapheresis service (a 
service or method which separates red blood cells from plasma). However, Examiner takes 
Official Notice that such services are well known and typically performed in hospitals. Thus, if 
the system of Killian communicates with a hospital, it becomes associated with a cytapheresis 
service, since a hospital contains such a service on its premises. It would have been obvious to 
one of ordinary skill in the art to modify Killian to establish a line communication with a hospital 
so as to permit coordinated movement of blood donations from the hospital to the testing center 
of Killian. In such an arrangement, the testing center of Killian would be come associated with 
the hospital, which contains a cytapheresis center. 

Remarks 

Applicant's arguments have been considered. 

Applicant has argued that each of claims 15 and 16 have been amended to recite the 
closing of the screen page and presence of alarm icons. Examiner maintains that each of these 
features are present within the system of Killian. The closing of the screen page can occur 
inherently as a result of shutting off the computer. For example, after printing the report in step 
100 of FIG. 5, the user can inherently shut off the computer, which would act as a closing order 
that closes the screen pages. The feature of having an alarm icon is present in step 86 of FIG. 5. 
If a user requests confirmation of data and receives feedback indicating the confirmation cannot 
be made, the data returned to the user making this negative confirmation constitutes icons and 
are indicative of an alarm condition. 

Applicant also argues that each stage in FIG. 5 is not followed by a stage of sequential 
and conditional validation. However, Examiner is not making such an assertion. One possible 
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functional stage in Killian is the receipt of a shipment of reagents having master lot information. 
This functional stage is followed by conditional validation stages, each of which is illustrated in 
FIG. 5. Examiner is asserting that the steps of FIG. 5 are the conditional validation stages that 
follow the functional stage of receiving of a reagent shipment. 

Applicant's arguments regarding the obviousness rejection (rejection of claim 7) have 
been considered but do not consider the issues of obviousness and official notice. Applicant does 
argue that Killian lacks a teaching a re-injection of the biological fluids being processed, but this 
argument is not correct. Killian concerns systems for managing the testing of donated blood. 
Donated blood is used expressly for the purpose of re-injection into medical patients in need of 
blood. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication should be directed to Sam Rimell at 
telephone number (703) 306-5626. 
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